
COMMONWEALTH OF VIRGINIA 

Meeting of the Secretary of Health and 

Human Resources 
Perimeter Center, 9960 Mayland Drive, Third Floor (804) 367-4456 (Tel)

Henrico, Virginia 23233 (804) 527-4472(Fax)

Tentative Agenda of Drug Importation Work Group Meeting 

September 20, 2024 

1PM- 4:30PM 

TOPIC 

Call to Order:  Leah Mills, Deputy Secretary of Health and Human Resources 

• Welcome & Introductions

• Approval of Agenda

Call for Public Comment:  The Board will receive public comment at this time.  The Board will not receive 

comment on any regulation process for which a public comment period has closed or any pending disciplinary 

matters.  

Review SB 186 and other Background Materials included in Agenda 

Packet Brief Overviews: 

• Federal allowance for importation pathway of certain drugs from Canada under Section

804 of the Federal Food, Drug, and Cosmetic Act, FDA representative

• Florida’s Drug Importation Program, Nai Chen, PharmD, CPh – Senior Pharmacist,

Health Care Policy, Agency For Health Care Administration

• Colorado’s Drug Importation Program, Mara S. Baer, Founder & President, AgoHealth, LLC

Discussion Topics taking into Consideration Cost and Safety: 

• What action have other states taken to implement a drug importation program, including their

procedures for startup and continued execution? 

• Evaluate best practices for the establishment and application of such a program.

• Consider effectiveness of implementing such a program in Virginia.

Identify Next Steps 

Adjourn 

PAGES 

2-43

Handout

Handout

44-57
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Agenda Topic: Review SB 186 and other Background Materials included in Agenda Packet 

Included in Agenda Packet: 

 SB 186 - Page 3

 Executive Order 13938-Increasing Drug Importation to Lower Prices for American 
Patients, Administration of Donald J. Trump, 2020 - Pages: 4-5

 Fulfilling President Trump's Executive Order on Facilitating Drug Importation to 
Lower Prices for American Patients, Request for Industry Proposals for Personal 
Importation of Prescription Drugs, HHS, September 24, 2020  - Pages: 6-9

 Executive Order on Promoting Competition in the American Economy, 
Administration of Joseph R. Biden, Jr., July 9, 2021 - Pages: 10-29

 Importation Program under Section 804 of the FD&C Act, from FDA website - 
Pages: 30-32

 Letter of Authorization for Florida's Section 804 Importation Program, January 5, 
2024 - Pages: 33-36

 National Association of Boards of Pharmacy Report of the Task Force on State 
Oversight of Drug Importation, September 2021 - Pages: 37-41

 Pharmacy organizations raise concerns about Florida's drug importation program, 
January 17, 2024 - Pages: 42-43
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COLORADO’S 
IMPORTATION PROGRAM

Mara Baer, Founder & President, AgoHealth9.20.24
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Program Overview

 Colorado Senate Bill 19-005 authorized 
HCPF to submit an importation application

 Program focuses on commercial market
 Annual appropriation: $2.1million

 Includes 9 contract partners
 Estimated savings $50.9 million (2025-2027)
 Awaiting approval or RFI

45



Distribution Chain & Partners
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Program Timeline

TimingAction

March 2020Submit draft SIP & rule comments

November 2020Final rule released

January 2021Invitation to Negotiate (ITN)

December 2022Submit application 

March 2023FDA RFI received

February 2024Submitted 1st amendment

August 2024Submitted 2nd amendment
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Best Practices

❏ Legislative
❏ Flexible procurement process
❏ Ensuring fiscal support
❏ Consider capacity for regulatory “teeth”

❏ Implementation
❏ Need policy/supply chain expertise 
❏ Due diligence to identify supply chain partners 
❏ Keep stakeholders informed & be ready for 

resistance by some
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Procedures (Start-up/Ongoing)

With clear budget, policy understanding &  SMEs 
identified, focus has been on:
 Regular engagement with FDA 
 Maintaining strong working relationship with supply 

chain partners
 Assessment of key stakeholder positions (carriers, 

PBMs, employers, pharmacy, manufacturers)
 Maintain ongoing transparency of activities
 Strategize with SMEs on issues (legal, supply chain, 

etc.)
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Implementation Challenges

❏ Securing drug supply = need to negotiate
❏ Contract clauses in Canada create a barrier

❏ Resistance by drug manufacturers
❏ With an approval we hope this opens dialogue

❏ Lack of regulatory clarity
❏ Rule does not contemplate need to negotiate
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Cost Savings & Safety
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Safety
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Safety: Oversight & Monitoring

Regular reporting, audits, inspections
Maintain standards for physical space, 
security, SOPs, staff education & training
Track and trace monitoring (DSCSA 
compliance)
Return & recall detailed procedures
Adverse event reporting
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Cost Savings

 HHS ASPE provided specific requirements for 
the cost analysis:
 Comparison of a Baseline Scenario and Plan 

Scenario
 Three years of analysis

 Methodology at-a-glance: 
 Conservatively estimated adoption: 6.2% (2025), 

17.1% (2026), 22.5% (2027)
 Some challenges in estimating savings (re: lack of 

self-insured data)
 Needed to consider impact of lost rebates
 Supply chain cost estimates impacted by volume
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Cost Savings

● Biktarvy- HIV

● Eliquis 2.5mg - blood thinner

● Erleada - cancer

● Ibrance - cancer

● Janumet - type 2 diabetes

● Januvia - type 2 diabetes

● Odefsey - HIV

● Otezla - psoriasis

● Ozempic - type 2 diabetes

● Prezcobix - HIV

● Rinvoq ER 15mg - RA

● Spiriva Respimat 2.5 - respiratory

● Sprycel 100mg - cancer

● Symtuza - HIV

● Tivicay - HIV

● Trikafta - cystic fibrosis

● Triumeq - HIV

● Victoza - type 2 diabetes

Actuarial cost analysis found $51 million in 
savings over first three years
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Next Steps

Await 
federal 

approval

More supply 
chain 

planning

Respond to 
FDA 

questions
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Thank you!

My contact information: 
mara@agohealth.com
Colorado’s Program Website: 
https://www.colorado.gov/hcpf/drug-
importation
Program Contact email:
hcpf_005drugimportation@state.co.us
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